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A. Patie O atio ne edicatio
1 Patient identifiar 2. Age ot time 3. Sex 4. Waight 1. Nama (give tabeled strength & mfrlabeter, if known)
of avent:
or S yrs (X)female |unk tbs #1 Children’s TYLENOL Suspension Product
Date or ”
In confidence of birth: ( )male kgs 2. Dose. fraquency & route used 3. Therapy dates f inknown. give duration]
B. Adverse eve or prod proble fromto lor best estemate)
1. X Adverse svent and/or Product problam (e.g.. defects/malfunctions) |#7 unknown amount, po ” 4729/00; 1 day

2. Outcomes attributed to adverss svent
(chack all that apoly) fsabity
Songervtal anomaty

required intervention to prevent
Dermanent ungainment/damage

{ ) death
tmo.daviyrt

<) kle-threatemnng

<)

~ o,
W N w

2

”2

4. Disgnosis for use lindication)
#1 accidental ingestion

S. Event sbated sfter use
d or doss recuced

1 () Yes ( ) No (X) N/

5. Describs event or probi

Consumer report of ACCIDENTAL OVERDOSE (ingestd an unknown
amount) allegedly associated with one of our TYLENOL®
acetaminophen Suspension products in her daughters.
According to consumer, on 4/29/00, while the baby sitter was
sleeping, her 4 year-old (Mfr report no 1357408a) and S
year-old twin deughters ingested an unknown amount of
product. The & year-old was taken to the emergency room and
treated. The 5 year-old twins reportedly had AST and ALT
levels taken on 5/1/00. One twin (Mfr report no 1358427a)
repartedly had an AST of 127 and an ALT of 131. The other
twin reportedly had an AST of 64 (SGOT [NCREASED) and an ALT
of 71. No symptms were reported in the children.

hospdakzation - watisd or om‘onrd 2
(X) other: none 8. Lot # (if knowni 7. Exp. date (+ known}
3. Date of svent 4. Date of this report 1 Unknown ' Unknown
/1/00 05/05/00 2 £2
mosdaviyn) tma/deyivr)

2 () Yes ( ) No C ) N7

8. Event reappesred after
reintroduction

) Yes € ) o (X) N/

- -

9. NDC # - for product probi

orns onty |if known}

2 () Yes () NOC ) N/

office -

A (& miring site for cevices)

Mcleil Consumer Healthcare
Hedical Affeirs

7050 Camp Kill Road

Ft. Washington, PA 19034

10. Concomitant medical products and therapy dates iexciude trestment of event)
none

2. Phone number
215-273-7303

3. Report source
fcheck ait that appiy)|

{ ) toregn
¢ ) stuay
¢ ) litarature
{X) consumer

6. Relevant tests/laborstory dats, nciuding detes

5/1/00: AST and ALT were reportedly &% snd 71

report
{check all that appiy)

¢ ) Sday ¢ )15-day
¢ ) 10-day (X) periodic
(X) initist ( )loMlow-up #

oT1C
product

. I‘_Tl!; ived by f CALR () gv?r'ﬂmnu
05/05/00 (AYNDA # 19-872 € ) user faciity
6. i IND, protocol # IND ¢ company
. PtA e { ) treprasentative
pre-1938 () Yes ( ) distributor
7. Type of ( ) othes:

(X) Yes

9. Mir. report number
13584424

7. Othet rek hiatory, includin iating medice! conditions (e.g., allargees,
race, pregnancy, :molmg and lloohol use, hepstic/renal dysfunction, etc.)

no known conditions; NKDA

’

1. Name, sddress & phone #

8. Adverse eveni termi(s)

OVERDOSE ACCID  SGOT INCREASED
SGPT INCREASED

AUG - 9 2000

2. Health professional?

Submission of a report does not constitute an
m sdmission that medical personnel. user facility,
distributor, manutecturer or product caused or

Facsimile Form 35004 contributed to the event.

() Yes ( ) No

4. initis! reporter siso
sent report to FOA

() Yes ( ) No ( ) Unk
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